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—The MAILING DATE of this communication appears on the cover sheet t^eneath the correspondence address- 
Period for Reply 



_MONTH(S) FROM THE MAILING DATE 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE _ 
OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHS 
from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, such period shall, by default, expire SIX (6) MONTHS from the mailing date of this communication . 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 



Status 



esponsive to communication(s) filed on l(j ^ ^ /^>^ \ ^ j 0 ^ 

This action is FINAL. 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed in 
accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 



Disposition of Claims 

u-<5lain 



^laim(s) 



Of the above claim(s) 

Clairni9)_ „ — 

V<5laim(s)^ / ^ ^ 

t/ciaim(s) V % 



Application Papers 

See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

The proposed drawing correction, filed on is approved 

The drawing(s) filed on is/are objected to by the Examiner 



is/are pending in the application. 

is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

- is/are objected to. 

are subject to restriction or election 
requirement. 



disapproved. 



_ The specification is objected to by the Examiner. 
The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 (aHd) 

Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d)- 
All Some* None of the CERTIFIED copies of the priority documents have been 
received. 

received in Application No. (Series Code/Serial Number) 

received in this national stage application from the International Bureau (PCT Rule 1 7.2(a)). 

*Certified copies not received: ^ ^ 

Attachment(s) 



Inforjpatibn Disclosure Statement(s), PTO-1449, Paper No(s). 
^^-ffotice of Reference(s) Cited, PTO-892 

Notice of Draftsperson's Patent Drawing Review, PTO-948 



Interview Summary, PTO-413 

Notice of Infomiat Patent Application, PTO-152 

Other „^^_^^_^_^__„_„ 



Office Action Summary 



U.S. Patent and TrademarV Office 
PTO-326 (Rev. 9-97) 



Part of Paper No. 



•u s. GPO: 1998-454-457/97505 



Application C^Mitrol Number; 09 878.466 Page 2 

Art Tnit: 1644 



The claims pending are 1-8. 

Applicant's election of Group I (claims 1-6) in Paper No. 3 (filed on 1 1/5/02) is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed 
errors in the restriction requirement, the election has been treated as an election without traverse 
(MPHP § 818.03(a)). 

It is noted that, in paper no. 3, applicant argued reasons for traverse of the election of 
species requirement but not for the restriction of Groups requirement. 

Applicant's election of urushiof as the species of immunostimulator compound, in Paper 
3 has been noted. 

Applicant's election of tumor associated proteins/antigens, as the species of secondar>^ 
immunostimulator compound, in Paper 3 has been noted. 

Applicant's election of anthracyclines. as the species of anticancer agent, in Paper 3 has 
been noted. 

The abstract of the disclosure is objected to because the heading^abstract of the 
Invention'' is improper for U.S. applications. Correction is required. See MPEP § 608.01(b). 

Applicant may properly recite -Abstract of the Disclosure-. MPEP 608.01(b). 

Claims 2 and 4 are rejected under 35 U.S.C. 112. second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 





Application Control Number: 09 878.466 



Page 3 



ArtLinit: 1644 

The Markush group of claim 2 is improper by reciting only one member to select from. It 
is suggested that applicant recite the structural formula shown at page 6 and then recite the 
Markush group as the R members shown at page 7, lines 1-3. 

In claim 4. line 5 "group comprising" improperly introduces the Markush group. 
Recitation of --group consisting-- is suggested. 

In claim 4. line 6 "and mixtures thereof is unclear as to whether it modified only the sub- 
Markush group commencing at line 5 or the whole Markush Group commencing at line 2. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign countr\' or in public 
use or on sale in this countr\', more than one year prior to the date of application for patent in the United 



(e) the invention was described in (1) an application for patent, published 
under section 1.22(b), by another filed m the United States before the 
invention by the applicant fc^r patent or (2) a patent granted on an 
application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the 
effects for purposes of this subsection of an application filed in the 
United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty m the English 



States. 



1 a n a u a a e . 
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Claim 1 is rejected under 55 U . 3 . C . 102 (t; as cemj 
anticip^ated by Beel et al. ;5,97",017). 

Ec'el et al . discl'jse MA(3E pc'l yp>eptides which serve as tumor 
rejection anticen precursc>r3. B'jel et al. teacn use c^ f the 
isolated polyf^ept ides or the p>ol ypepa rdes compLexed witn HLA 
molecules as vaccines aqainst cancer, in p^articular melanoma. 
See col. 12, line 4 6 - col. 13, line 2. 

Claim 1 is pirc)perly anticipated because the term. 
'Vimmunost imulatc-r'' is taken as enc:omp'a3sinq vaccine disclosed by 

A 

Boel et al. Note that applicant has define(d imimunos t imulatc^rs as 
including "tumc^r associated proteins and antigens" and ''tumor 
vaccines'' (claim : ■ ) . Either of these encompass what Boel et al . 
teach . 

Claim 1 is rejected under 3j U.S.C. 102(b) as being 
anticipated by F:eilly et al. ( W094 /2 3067 ) . 

F.eilly et al. show peptide tumor Antigens that can 
associate with HLA. They teach use C'f such peptides in vacir.ines 
(pages 17-18)j as with Boel et al., such a tumor antigen vaccine 
properly anticipates. 

Claims 1-3 and 5 are rejected under 35 U.S.C. 102(b) as 
being entirely anticipated by GC'Odman (6,355,691). 
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Go-odrr^ar; teaches treatment of bladaer cancer v;ith ar'cshiol . 
The urushiol acts as an irrjriunos t imulat c^r . See col. 2, lines 
35-44, Thus limitations of claims 1-3 are taught. Claim. 5 is 
induced because all that is recited after '^:ompr ising'' is the 
admin i St rat io'n of urushiC'l . 

Claims 1-3 and 5 are rejected under 35 U.S.C. 132 (a- as 
anticipateci by or, in the alternative, under 35 U.S.':. 103(a) as 
obvious over Hong et al. (Arch Pharm. Res. Vol. 22, 6 33-64, 1 999). 

Hong et al. teach use of urushiC'l to treat cancer. They 
teach that such compounds have both cytotc>xic activity and 
immunostimulating activity (page 640, col. 2); Thus the 
limitations of claims 1-3 are taught. Claim 5 is properly 
included since what is recited after "comprising'' merely reguires 
administration of Urushiol. 

Claims 4 and 6 contain limitati-ons allowable over the prior 
art of record. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to David A. 
Saunders, Ph.D., whose telephone number is (703) 308-3976. The 
examiner can normally be reached on Monday-Thursday from 8:00 
a.m. to 5:30 p.m. The examiner can also be reached on alternate 
Fridays . 
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If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisi^r, Christina Chan, can be 
reached on (703) 308-3973. The fax phi-ne number for the 
organization where this applicat ic^n or pri^ceeding is assigned is 
(703) 308-4242. 

Any inquiry of a general nature or relating to tne status of 
this apip' Licat ion or proceeding shc-uld be directed to the 
receptionist wh:jse telephc^ne numiber is (703) 30 3-0196. 

D. Saunders :jmr Cs^^-"^^-^^^^- -^^^-^^-^^^^ 



May 14, 



2003 



DAVID SAUNDERS 
PRIMARY EXAMINER 




